
Claims: 



1. Use pf an IFN-p flieiapeutic in the manufacture of a medicament for the treatment 
or prevention of glomenilonephritis in a mammal. 

2. The use of claun 1 , wherein glomerulonephritis is selected from the group 

5 consisting of focal glomeruloscerosis, collapsing glomerulopathies, minimal change 

disease, crescentic glomerulonephritis, nephritic syndrome, nephrotic syndrome, 
prunaiy glomerulonephritis, secondary glomerulonephritis, proUferative ^ 
glomerulonephritis, membraneous glomerulonephritis, membianoproliferative 
glomerulonephritis, hnmune-complex glomerulonephritis, anti-glomerular basement > , 

1 0 membrane (anti-GBM) glomerulonephritis, pauci-immune glomerulonephritis, ^ 

diabetic glomrailopafliy, chronic glomeralonephritis, and hereditary nephritis. 

w 

3. The use of claim 1 or 2, wherein the IFN-p therapeutic comprises mature DFN-p. JJ^ 

4. The use of any one of clauns 1-3, wherem flie IFN-P therapeutic lacks the first O 
mefliione. ^ 

-< 

15 5. The use of any one of claims 1 -4^ wherem the IFN-p is human IFN-p. 

6. The use ofdaim 5, wherem the IFN-p is at least about 95% identical to foil lengfli \ 
mature human IFN-P having SEQ ID NO: 4. ' 

7. The use ofclaim 6, wherein die IFN-p comprises SEQ ID NO: 4. 

8. The use of any one of claims 1-7, wherein the IFN-P is glycosylated. 

20 9. The use of any one of claims 1-7, wherem flie IFN-p is not glycosylated. 

10. The use ofclaun 5, wherein the IFN-P is IFN-p-1 a. . i 

1 1 . The use of claim 5, \^erein the IFN-p is IFN-p-lb. 

12. The use of any one of clauns 1-1 1, wherein the IFN-P therapeutic comprises IFN-P 
fused to the constant domain of an immunoglobulin molecule. 

25 13. The use of claim 1 2, wherein the immunoglobulin molecule is a human 
insmunoglobulin molecule. 

14. The use ofclaun 13, wherem flie unmunoglobuUn molecule is the heavy cham of 



IgGl. 
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15. The use of claim 14, wherein the IFN-P comprises SEQ ID NO: 14. 

16. The use of any one of claims M5, wherein the IFN-p therapeutic comprises a 
pegylatedlFN-p. 

17. The use of any one of claims 1-16, wherein the IFN-p therapeutic comprises a 
S stabilizing agent 

18. The use of claim 17, wherein the stabilizing agent is an acidic amino acid. 

19. The use of claim 18, wherein the stabilizing agent is arginine. 

20. The use of any one of claims 1-19, wherein the IFN-p therapeutic has a pH between 
about 4.0 and 7.2. 

10 21. The use ofany one of claims 1-20, wherein the IFN-P therapeutic is administered 
intravenously (i.v.). 

22. The use ofany one of claims 1-20, wherein the IFN-p therapeutic is administered 
intra-muscularly (i.m.). 

23. The use of any one of claims 1 -20, wherein the IFN-p therapeutic is administered 
15 subcutaneously. 

24. The use ofany one of claims 1-23, wherein flie treatment comprises administering 
several doses of the IFN-P therapeutic to the mammal, 

25. The use of claim 24, wherein the IFN-p therapeutic is administered weekly at a dose 
ofabout6MIU. 

20 26. The use of claim 24, wherein the IFN-p therapeutic is administered three times a 
week at a dose of about 3 MIU. 

27. Hie use ofany one of claims 1-26, wherein flie treatment reduces proteinuria in the 
manunal. 

28. The use ofany one of claims 1-27, wherein the treatment reduces glomerular cell 
25 proliferation. 

29. The use of any one of claims 1 -28, wherein flie treatment reduces glomemlar 
inflammation. 

30. The use of any one of claims 1 -29, wherem the mammal is a human. 
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31. The use of claim 30, wherein the mammal is a mammal that is likely to develop 
glomerulonephritis as indicated by signs of an upcoming inflammation of at least 
one glomerulus. 

32. The use of any one of claims 1-31, wherein flie mammal is not a mammal that 

5 harbors a virus causing glomerulonephritis or in which the glomerulonephritis was 

caused by a virus, 

33. The use of claim 32, wherein the mammal is not a mammal harboring a hepatitis 
virus or m which the glomemlonephritis was caused by a hepatitis virus. 

34. The use of claim 33, wherein the mammal is not a mammal harboring a hepatitis B 
10 or C virus or in which ttie glomemlonephritis was caused by a hepatitis B or C 

virus. 

35. The use of any one of claims 1 -34, wherein the mammal does not have end-stage 
renal failure or renal cell carcinoma. 

36. Use of an IFN-P therapeutic in the manufacture of a medicament for the treatment 
15 or prevention ofchronic renal fidlure in a mammal. 

37. The use of claim 36, wherein the IFN-P thempeutic comprises mature IFN-p. 

38. The use ofany one ofclaims 36-37, wherein the IFN-p therapeutic lacks the first 
methione. 

39. TTie use ofany one of claims 36-38, wherein the IFN-p is human IFN-p. 

20 40. The use of claim 39, wherein the IFN-P is at least about 95% identical to foil lengfli 
mature human IFN-p having SEQ ID NO: 4. 

41 . Tlie use of claim 40, wherein the IFN-P comprises SEQ ID NO: 4. 

42. The use of any one of claims 36-41, wherem the IFN-P is glycosylated. 

43. The use of any one of claims 36-41, wherein flie IFN-p is not glycosylated. 
25 44. The use of claim 39, wherein the DFN-P is D?N-P-la. 

45. Tlie use of claim 39, wherein the IFN-P is IFN-p-lb. 

46. The use of any one of claims 36-45, wherein the IFN-p therapeutic comprises IFN-P 
fused to the constant domain of an immimoglobulin molecule. 
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47. The use of claim 46, wherein the immunoglobuliii molecule is a human 
immunoglobulin molecule. 

48. The use of claim 47, wherein the immunogjobulm molecule is flie heavy chain of 
IgGl. 

5 49. The use of claim 48, wherein the IFN-p comprises SEQ ID NO: 14. 

50. The use of any one of claims 36-49, wherein the IFN-P therapeutic comprises a 
pegylatedlFN-p. 

51. TTie use of any one of claims 36-50, wherein the IFN-p therapeutic comprises a 
stabilizing agent. 

10 52. The use of claim 5 1, wherein the stabilizing agent is an acidic amino acid. 

53. The use of claim 52, wherein the stabilizing agent is arginine. 

54. The use of any one of claims 36-53, wherein the IFN-p therapeutic has a pH 
between about 4.0 and 7.2. 

55. The use of any one of claims 36-54, wherein flie IFN-p therapeutic is administered 
15 intravenously (iv.). 

56. The use of any one of claims 36-54, wherein the IFN-p therapeutic is administered 
intra-muscularly (i.m.). 

57. The use of any one of claims 36-54, wherein the IFN-p therapeutic is administered 
subcutaneously. 

20 58. The use ofanyonei of clainis 36-57, wherein the treatment comprises administering 
several doses of die IFN-p therapeutic to die mammal. 

59. The use of claim 58, wherein die IFN-p therapeutic is admmisfered weekly at a dose 
ofabout6MIU. 

60. The use of claim 58, wherem die IFN-p dienqieutic is administered Uiree times a 
25 week at a dose of about 3 NflU. 

61. TTie use of any one of claims 36-60, wherein the treatment reduces proteinuria in the 
mammal. 

62. The use of any one of claims 36-61, wherein flie treatment reduces glomerular cell 
proliferation. 
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10 



63. The use ofany one ofclaims 36-62, wherem the treatment 
inflammation. 

64. The use of any one of claims 36-63. wherein the mammal is a human. 

65. The use of claim 64, wherein the mammal is a mammal that is likely to develop 
chronic renal failure as indicated by chronic renal insufBciency. 

66. The use of any one of clauns 36-65, wherein the mammal is not a mammal that 
haihois a vims causing chronic renal feihire or in which the chronic renal Mure 
was caused by a virus. 

67. The use of claim 66, wherein the mammal is not a mammal harboring a hepatitis 
virus or in which the chronic renal Mure was caused by a hepatitis virus. 

68. The use of ctoim 67, wherem the mammal is not a mammal harboring a hepatitis B 
or C virus or m which the chronic renal feilure was caused by a hepatitis B or C 
virus. 

69. The use of any one of claims 36-68, wherem flie mammal does not have end-stage 
1 5 renal fiulure or renal cell carcinoma. ^ 

70. A mefliod for treating glomerulonephritis in a mammal, comprismg identijfying a 
mammal having glomerulonephritis and administering to the mammal a 
Aerapeutically effective amount of an IFN-P therapeutic. 

71. The method of claim 70, wherein gjomerulonephritis is selected from the group 
consisting of focal glomeruloscerosis, collapsing glomerulopathies, minhnal change 
disease, crescentic glomerolonephritis, n^hritic syndrome, nephrotic syndrome, 
primary glomerulonephritis, secondary glomerul(Miq)hritis, proliferative 
glQmerulonq)hritis, membraneous glomerulonephritis, membranoproUfeiative 
glomerulonephritis, immune-complex glomerulonephritis, anti-^omerular basement 

25 membrane (anti-GBM) glomerolonephritis, pauci-immune glomerolonephritis, 

diabetic glomerulopathy, chronic ^omerulonephritis, and hereditary nephritis. 

72. The method of claim 70 or 71, wherem the IFN-P therapeutic comprises mature 
IFN-p. 

73. The method of any one of claims 70-72, wherein the IFN-P therapeutic lacks the 
30 first methione. 



20 
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74. The mefliod of any one of claims 70-73, wherein flie IFN-P is human IFN-p. 

75. The method of claim 74, wherein the IFN-p is at least about 95% identical to foil 
lengfli mature human IFN-p having SEQ ID NO: 4, 

76. The method of claim 75, wherein the IFN-P comprises SEQ ID NO: 4. 

5 77. The mefliod of any one of claims 70-76, wherein flie IFN-p is glycosylated. 

78. The method of any one of claims 70-77, wherein ttie IFN-p is not glycosylated. 

79. The mefliod of claim 74, wherein flie IFN-p is IFN-P-1 a. 

80. The mefliod of claim 74, wherein the IFN-P is IFN-P-lb. 

81. Hie mefliod of any one of claims 70-80, wherein ftie IFN-P flierapeutic comprises 
10 IFN-p fosed to flie constant domain of an immunoglobulin molecule. 

82. The method of claim 8 1 , wherein the immunoglobulin molecule is a human 
immunoglobulin molecule. 

83. The mefliod of claim 82, wherein the immunoglobulm molecule is flie heavy chain 
pflgGl. 

15 84. The mefliod of claim 83, wherein flie EFN-P comprises SEQ ID NO: 14. 

85. The mefliod of any one of claims 70-84, wherein the IFN-P flierapeutic comprises a 
pegylated IFN-p. 

86. The mefliod of any one of claims 70-85, wherein flie IFN-p flierapeutic comprises a 
stabilizing agent 

20 87. Tlie method of claim 86, wherein flie stabilizing agent is an acidic amino acid, 

88. The method of claim 87, wherein flie stabilizing agent is aiginine. 

89. The mefliod of.any one of claims 70-88, wherein flie IFN-P flierapeutic has a pH 
between about 4.0 and 7.2. 

90. The mefliod of any one of claims 70-89, wherein flie IFN-P flierapeutic is 
25 administered intravenously (i.v.). 

91 . The method of any one of claims 70-89, wherein flie IFN-P flierapeutic is 
administered intra-muscularly (i.m.). 



-68- 




92. The method of any one of claims 70-89, wherein the IFN-P flieiapeutic is 
administeied subcutaneously. 

93. The meftod of any one of clanns 70-92, wherein the treatment comprises 
administering several doses of the IFN-P therapeutic to the mammal. 



94. 



The method of claim 93, wherein the IFN-p therapeutic is admmisteied weekly at a 
dose of about 6 MIU. 



95. The method of claim 93, wherein the IFN-p therapeutic is administered three times a 
week at a dose of about 3 MIU. 

96. The method of any one of claims 70-95, wherein the treatment reduces proteinuria 
10 in the mammal. 

97. The method of any one of claims 70-96, wlierem ttie treatment reduces glomerular 
cell proliferation. 

98. The method of any one of claims 70-97, wherein ttie treatment reduces glomerular 
inflammation. 

15 99. The method of any one of claims 70-98, wherein flie mammal is a human. 

100. The method of claun 99, wherem ttie mammd is a mammal that is identified as 
having glomerulonephritis by flie presence of an inflammation of at least one 
glomerulus; glomerular hypertrophj^, tubular hypertrophy; glomerulosclerosis; or 
tubulointerstitial sclerosis. 

20 101. The method of any one of claims 70-100, wherein tiie mammal is not a mammal ttiat 
harbors a virus causing glomerulonephritis or in which flie glomerulonephritis was 
caused by a virus. 

102. The mefliod of claun 101, wherein flie mammal is not a mammal harboring a 

hepatitis vhus or in which flie glomerulonephritis was caused by a hepatitis virus. 
25 103. The mefliod of claim 102, wherein flie mammal is not a mammal harboring a 

hepatitis B or C virus or in which flie glomerulonephritis was caused by a hepatitis 
B or C virus. 

104. The mefliod of any one of clamas 70-103, wherein tiie mammal does not have end- 

i 

stage renal fidlure or renal cell carcinoma. 
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105. A method for treating chronic renal faflure m a mammal, comprising identifying a 
mammal having chronic renal failure and administering to the mammal a 
flieiapeutically effective amount of an IFN-P therapeutic. 

106. The method of claun 105, wherein the IFN-p therapeutic comprises mature IFN-p. 

107. The method of any one of claims 105-106, wherein the IFN-P therapeutic lacks the 
first methione. 

108. The method of any one of claims 105-107, wherein the IFN-p is human IFN-p. 

109. The method of claim 108, wherein the IFN-p is at least about 95% identical to full 
length mature human IFN-P having SEQ ID NO: 4. 

110. Hie method of claim 109, \n^erein flie IFN-P comprises SEQ ID NO: 4. 

111. The method of any one of claims 105-1 10, wherein the IFN-P is glycosylated. 

1 12. TTie method of any one of claims 105-1 10, wherein the IFN-p is not glycosylated. 

113. The method of claim 108, wherein flie IFN-p is IFN-P-la. 

1 14. The method of claim 108, vi^erein the IFN-p is IFN-P-lb. 

1 15. The meftod of any one of claims 105-1 14, wherem the IFN-p therapeutic comprises 
IFN-p fused to the constant domaui of an immunoglobulin molecule. 

1 16. The method of claim 1 1 5, wherein the immunoglobulm molecule is a human 
immimoglobulin molecule. 

117. The method of claim 116, wherein the immunoglobulin molecule is the heavy chain 
oflgGl. 

1 1 8. The method of claim 1 1 7, wherein the IFN-p comprises SEQ ID NO: 14. 

1 19. The method of any one of clauns 105-1 18, v/bsT&n flie IFN-P thaapeutic con^rises 
apegylatedlFN-p. 

120. The mefliod of any one of clamis 105-1 19, wbetein the IFN-p therapeutic comprises 
a stabilizmg agent. 

121. The method of claim 120, wherein the stabilizing agent is an acidic amino acid. 

122. The method of claim 121, wfaerdn flie stabilizing agentis arginine. 
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123. ITie use of any one of claims 105-122, wherein Ihe IFN-P therapeutic has a pH 
between about 4.0 and 7.2. 

124. The method of any one of clahns 105-123, wherein the IFN-p therapeutic is 
administered intravenously (i.v.). 

125. The use of any one of claims 105-123, wherem the IFN-P therapeutic is 
administered inlia-muscularly (i.m.). 

126. The method of any one of claims 105-123, wherein flie IFN-p therapeutic is 
administered subcutaneously. 

127. The use of any one of claims 105-126, comprising admmistering several doses of 
ttie IFN-p therapeutic to flie mammal. 

128. The method of claim 127, wherem the IFN-p therapeutic is administered weekly at a 
dose of about 6 MIU. 

129. The method of claim 127, wherein the IFN-p therapeutic is administeied three times 
a week at a dose of about 3 MIU. 

130. The method of any one of clauns 105-129, wherein the treatment reduces 
proteinuria in the mammal. 

131. The method of any one of claims 105-1 30, wherein the treatment reduces 
glomerular cell proliferation. 

132. The method of any one of claims 105-131, wherein the treatment reduces 
g^omemlar inflammation 

133. The mefliod of any one of claims 105-132, wherein the mammal is a human. 

134. The method of claun 1 33, wherein the mammal is a mammal that is identified as 
having chronic renal failure by the presence of chronic renal insufficiency. 

135. The method of any one of claims 105-134, wherem the mammal is not a mammal 
that harbors a vmis causing chronic renal feilure or in which flie chronic rraal 
failure was caused by a virus. 

1 36. The method of claim 135, wherein tiie mammal is not a mammal harboring a 
hepatitis virus or in which tiie chronic renal failure was caused by a hepatitis virus. 
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137. The method of claim 1 36, wherein the mammal is not a mammal haiboring a 
hepatitis B or C virus or in which the chronic renal Mure was caused by a hepatitis 
B or C virus. 

138. nie me&od of any one of claims 105-137, wherein tiie mammal does not have end- 
stage renal fiulure or renal cell carcinoma. 
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